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WASHINGTON, DC 20460
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COFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

July 9, 2015

Sharon M. Johnston
Regulatory Consultant for
Ecohealth, Inc.

56 Hawes St.

Brookline, MA 02446

Subject: CSF Notification per PRN 98-10 — Updating the company and active ingredient
information to reflect the transfer of registration in addition to including an
additional source of supply of the active ingredient on the alternate CSF.
Product Name: Mite Arrest
EPA Registration Number: 56783-2
Application Date: June 23, 2015
Decision Number: 506312

Dear Ms. Johnston:

The Agency is in receipt of your Application for Pesticide Notification under Pesticide
Registration Notice (PRN) 98-10. The Registration Division (RD) has conducted a review of this
request for its applicability under PRN 98-10 and finds that the actions requested fall within the
scope of PRN 98-10. The CSFs submitted with your application have been stamped
“Notification” and placed in our files.

Please note that the record for this product currently contains the following CSFs:

- Basic CSF dated 06/23/2015
- Alternate CSF 1 dated 06/23/2015

Any CSFs other than those listed above are superseded/no longer valid. If you have any
questions, please contact Jennifer Gaines at 703-305-5967 or via email at
gaines.jennifer@epa.gov.

Sincerely,
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Jennifer Urbanski, Ph.D.

Product Manager 04

Invertebrate & Vertebrate Branch 1
Registration Division (7505P)
Office of Pesticide Programs



Pesticide Regulatory Services

RegGuide

June 23, 2015

Document Processing Desk {(NOTIF)
Registration Division (7504P)

Office of Pesticide Programs

US Environmental Protection Agency
Room $-4900; One Potornac Yard
2777 S. Crystal Drive

Arlington, VA 22202

ATTN: Jennifer Urbanski
Product Manager 4

SUBJECT: Submission of Notification Per PR Notice 98-10 — Submission of UPDATED Basic and NEW
Alternate #1 Confidential Staterments of Formula - alternate source of active ingredient
Mite Arrest, EPA Reg. No, 56783-2

Dear Dr. Urbanski:

Enclosed, please find two originally signed updated basic and new Alternate #1 Confidential Statements of

Formula for the above-subject product. We have also included a formulator's exemption statement as well
as a copy of the current basic CSF to facilitate review.

The basic CSF has been revised to update the active ingredient information (supplier address and EPA
Rei. No.l iursuant to the transfer of this registration from*
Alternate formulation #1 is being added to include an additional source of supply of the active ingredient.

If you have any questions or need additional infermation, please do not hesitate to contact me at (636) 942-
2583,

Sincerely,

e

Sharen M. Johnston
Regulatory Consultant

Enclosures

cc. A. Ganak; EcoHealth

Sharon M, Johnston, Esq. Tel: 636-942-2583
509 Tower Valley Drive Fax: 636-948-5720
Hilisboro, MO 63050 e-mail: Johnston@RegGuide.net
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Pleszo read instrictions m; revarse befors com, g form. Form Aggrovm MB No. ZQTOQQW

o United States Registraﬁon OPP Identifier Number
‘v’EPA Environmental Protection Agency Amendment
Washington, DC 20460 v | Other
Application for Pesticide - Section 1
1. Company/Praduct Number 2. EPA Product Manager 3. Proposed Classification
56783-2 Jennifer Urbanski Noro D Restricted
4. Cormpanyf{Product {(Name) PM¥
Mite Arrest 4
5. Name and Address of Applicant flnclude ZIP Cods) 6. Expedited Reveiw. In accordance with FIFRA Section 3{c}{3)
EcoHealth, inc, {(bXi}, my product is simitar or identicatl in composition and labeling
56 Hawes St, to:
Brookline, MA 02446 EPA Reg. No.
D Chack if this is 8 new address Product Name
Section - Il
D Ameandment - Explain balow. u Final printed labaels in repsonse to
Agency lettar dated

EI Resubmizsion in response to Agency letter dated D "Me Too™ Application.

Notification - Explain below, D Other - Explain below.

Explanation: Use additiona! page{s) if necessary. (For section ] and Section I.)

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.48, and no other changes have baen made to the
labeling or the confidential statement of formula of this product. | understand that it is a vialation of 18 U.S.C. Sec. 1001 to willfully make any false statement to
EPA. | further understand that if this notification is not consistent with the terms of PR Notice 28-10 and 40 CFR 152.48, this product may be in violation of
FIFRA and | may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA,

NOTIFICATION OF ALTERNATE SOURCE OF ACTIVE INGREDIENT PER PR NOTICE 98-10

Section - Hl

1. Material Thin Product Wil Be Packaged In:

Child-Resistant Packaping Unit Packaging Water Soluble Packaping 2, Type of Container
Yes Yas - Yas Metal
N - N Plastic
. ° o No | | Glass
. - If “Yeos" Na. per if "Yas" No. per v__| Paper

* C"t'ﬁc,af"’" must Unit Packaging wgt. container Package wgt container Other [Specify)
be submitted ;
3. Location of Net Contents Information 4, Size(s) Retail Container 5. Location of Label Directions

[V’ Labet [ ] container 2.5 Ibs E - on tabel

6. Manner in Which Labal is Affixad to Product [ ll_jthograph ather  printed directly on package

Paper glued
S?gnciod

Section - IV

1. Contact Point [Cormnplete iterns diractly below for identification of individual to be contacted, if necessary, to process this application.}

Name Title Telaphona No. {Inciude Area Code)
Sharon M. Johnston Regulatory Consultant £36-942-2583
Certification €, Daiv Applicadu
! cartify that the statements | have made on this form and all attachments thereto are true, accurate apd completa. RezJised
I acknowledge that any knowlinglty false or misleading statement may be punishable by fina or imprisonmant or {Stamped}
both under sppliceble law.
2. Signatura 3. Title
% Regulatory Consultant
4, ;ypé/uéna g, Date
Sharon M. Johnston June 23, 2015
EPA Form 8570-1 {Rev. 3-34] Previous editions are obsolats. White - EPA File Copy loriginal) Yellow -‘*pplemt Copy



*Product ingredient source information may be entitled to confidential treatment*

Form Apprave, /B No. 2070-0060, Approval Expires 5-31-98,

. United States
2 . .
Environmental Protection Agency
VEPA Washingtan, DC 20450
Formulator's Exemption Statement

{40 CFR 152.85)

Applicant's Name and Address EPA File Symbol/Registration Number
56783-2

EcoHeaith, Inc.
56 Hawes St
Brookling, MA 02446

Product Name
Mite Arrest

Date of Caonfidantial Stetemeant of Formules [EPA Form 8570-4)
June 23, 2015

As an authorized representative of the applicant for registration of the product identified above, | certify that:

{1} This product contains the following active ingredientis):

Permethrin

{2) Of thase, each active ingredient listed in paragraph {4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging another product which contains that active ingredient
which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled for at least
each use for which my product is proposed to be labeled.

{3} Indicate by checking {A) or (B} below which paragraph applies:

E (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is
attached to this statement. That formula statement indicates, by company name, registration number, and product
name, the source of the active ingredient(s) listed in paragraph {1).

OR

D {B) The Confidential Statemant of Formula {CSF} (EPA Form 8570-4) referenced above and on file with the EPA is

complete, current, and accurate and contains the information required on the current CSF.

{4} The following active ingredients in this product qualify for the fermulator's exemption.

Source
Active Ingredient Product Name Registration Numbar
pemmethrin I I
OR OR

Permethrin _ -

Name and Title Date

Signature
Sharon M. Johnston / Regulatory Consultant June 23, 2015

White - EPA copy
Yeollow - Applicant copy

W U8 GPO: 1984-380-820/20413 . 5



Material Sent for Data Extraction
Reg_ # 5&7%5'2

Description:

[0 Material(s) Sent to Data Extraction Contractors:

IZ/ New Stamped Label Dated <i:|ll!“i

[]  Notification Dated

[J”  New CSF(s) Dated )'It)%tJB

L] oOther:

[ Decision #:

[] Other Action/Comments:

File this coversheet and attached materials in the jacket. It must be
well organized and clipped together, NOT STAPLED. Then give the
jacket with the coversheet and materials to staff in the Information
Services Center (ISC) (Room S-4900). If a jacket is full or only
available as an image, please file materials in a new jacket and bring it
down to the (ISC). For further information please cail 703-605-0716.

REViewer: Jennifer Urbanski

Phone: 347-0156 - Division: RP

Date: SXE(\M




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460-0001

OFFICE OF CHEMICAL SAFETY

H %
%, g AND POLLUTION PREVENTION
4 mo‘ié{?

Sharon Johnston
EcoHealth, Inc.

56 Hawes Street
Brookline, MA 02446

MAR 11 203

Subject: Amended Reregistration Label
Product Name: Mite Arrest
EPA Registration Number: 56783-2
EPA Decision Numbers: 413309

Dear Ms. Johnston:

The Agency, in accordance with the Federal Insecticide, Fu'ngicide and Rodenticide Act
(FIFRA), as amended, has completed reviewing all of the information submitted with your
application to support the reregistration of the above referenced product in connection with
the permethrin RED, and has concluded that your submission is acceptable.

NOTE: This product is not being reregistered under sections 3{c)5 and 4{g) of FIFRA at this
time.

Please be reminded that 40 CFR Part 156.140(a)(4) requires that a batch code, lot
number, or other code identifying the batch of the pesticide distributed and sold be placed on
non-refillable containers. The code may appear either on the label or durably marked on the
container itself, and can be added by non-notification per PRN 98-10.

Please note that the record for this product currently contains the Confidential
Statements of Formulation (CSFs) listed below. Any previously dated CSFs are superseded.

- Basic CSF, dated 11/4/13
A copy of your label stamped “Accepted” is enclosed along with copies of the acute

toxicity and product chemistry reviews completed for the subject product. Products shipped
after 12 months from the date of this amendment or the next printing of the label whichever



occurs first, must bear the new revised label. Your release for shipment of the product bearing
the amended label constitutes acceptance of these conditions. If these conditions are not
complied with, the registration will be subject to cancellation in accordance with FIFRA sec.
6(e). '

If you have any questions about this letter, please contact Dr. lennifer Urbanski at 703-
347-0156 or urbanski.jennifer@epa.gov.

Sincerely,

Richard J. Gebken

Product Manager {10)
Insecticide Branch
Registration Division (7504P})

Enclosures:  Label stamped "Accepted”
Acute Toxicity Review, dated 7/20/11
Product Chemistry Review, dated 11/26/13



56783-2: Page 1of 2
02/26/14

INSECTICIDAL BEDDING FOR LABORATORY RODENTS

For Laboratory, Commercial or Veterinary Use
Permethrin impregnated cotton bedding to control mite infestations an laboratory rodents,

Active Ing redient: .
Permethrin® ... e evvn e seeenne 8%

Other Ingredients: ... neinene__92.6%
TOAL ettt eeere e e staes s e e e 100.00%

*Cig/trans ratio: min. 35% (+/-) cis and max. 65% {+/-} trans.

- EPA Reg. No. 56783-2 EPA Est. No.

Keep Out of Reach of Children
CAUTION

First Aid

Call a poisen control center or doctor immediately for treatment advice.

Have person sip a glass of water if able to swallow.

Do not induce vomiting unless told to do so by a poison control center or doctor.

Do not give anything by mouth to an unconscious person. ]

If in Eyes « Hold eye open and rinse slowly and gently with water for 15-20 minutes.

» Remove contact lenses, if present, after the first & minutes, then continue rinsing eye.

» Call a poison controf center or doctor for treatment advice.

Have the product container or label with you when calling a poison control center or doctor, or going for treatment. You
_may call 1-800-222-1222 for emergency medical treatment information,

If Swallowed

See side [back] panel for additional precaﬁtions.

ACCEPTED EcoHealth, Inc.
MAR 117201 56 Hawes Street

Brooklineg, MA 02446
Under the Federa! Insacticide, Fungicide, (617) 742-2400

and Rodenticide Act, as amanded, for the
pesticide registered under:

EPA. Reg. No: SE§2-2




86783-2. Page20of2
02/26M4

PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals
CAUTION: Harmful if swallowed. Causes moderate eye irritation. Avoid contact with eyes ar clothing. Wear long sleeved
shirt, long pants, socks, shoes and gloves.

User Safety Recommendations:

- User should wash hands before eating, drinking, chewing gum, using tebacco or using the toilet.
- User should remove clothing/PPE immediately if pesticide gets inside. Wash the outside of gloves before
removing. Then wash thoroughly and put on clean clothing.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

APPLICATION INSTRUCTIONS: Place MITEARREST bedding directly in rodent cage to be treated. Use 2-3
MITEARREST balls per week for each rodent. Avoid wetting the MITEARREST bedding; to prevent cage flooding, care
should be taken to place MITEARREST bedding away from the water bottle spout. Replace sociled MITEARREST
bedding; it is recommended that fresh MITEARREST bedding be added weekly, at the time when other bedding is
changed. Continue using the product for four (4) to six (6) weeks or until mites or their eggs are no longer present in the
fur of rodent. As mite eggs are not affected by this treatment, extended use of the product (until all eggs have hatched or
are no longer present) will provide greater long-term control and prevent reinfestation.

NOTE: This praduct containg a pyrethroid insecticide which the caged animal may ingest or come info dermal contact
with. Researchers should consider the possible effects of contact with this insecticide before using the product.

Storage and Disposal
Do not contaminate water, food or feed by storage or disposal.
Pesticide Storage: Store at room temperature.
Pesticide Disposal and Container Handling: If empty: Non-refillable container. Do not reuse or refill this container.
Offer for recycling if available. If partly filled: Call your local solid waste agency for disposal instructions.

Net Weight:

10



Urbanski, Jennifer

From: SJohns1825@aol.com

Sent: Wednesday, February 26, 2014 10:53 AM
To: Urbanski, Jennifer

Subject: Re: 56783-2

Attachments: 56783-2 label 02-26-2014 .doc

Jennifer,

No problem. Let me know if you see anything else.
Sharon

In a message dated 2/26/2014 9:41:57 A.M. Central Standard Time, urbanski.jennifer@epa.gov writes:

Hi Sharen, so sorry, | misspoke! | had mistakenly read that you were including gloves {which makes sense}, but
that you were also keeping the socks and shoes. Can you please add those back in, it’s part of the baseline PPE,
thanks! I'll send the revised label to the PM for final review then.

From: Slohns1825@aol.com [mailto:Slohns1825@aol.com]
Sent: Wednesday, February 26, 2014 10:33 AM

To: Urbanski, Jennifer '

Subject: Re: 56783-2

Jennifer,

Attached is a revised label. As for the Storage & Disposal statements, since this is a non-dilutable formulation,
the only statements required are the "Non-refillable container. Do not reuse or refill this container. Offer for
recycling, if available." | did remove the "Never place unused preduct down any indoor or outdoor drain.” I'm not
sure that's needed for cotton balls. | also removed “Place in trash or”. All other changes have been made.

Please let me know if you have any additional changes or comments.

Thanks!

Sharon M. Johnsten
RegGuide

509 Tower Valley Drive
Hillsbore, MO 63050
TEL: (636) 942-2583
Cell: {314) 520-8554
Fax: (836} 948-3720

11



e-mail: Johnston@ReaGuide.net
OR sjohns1825@aol.com

in a message dated 2/26/2014 7:09:00 A.M. Central Standard Time, urbanski.jennifer@epa.qov writes:

Hi Sharon, that's fine, thanks!

From: SJohns1825@acl.com [mailto:SIohns1825@aanl.com]
Sent: Tuesday, February 25, 2014 10:50 AM

To: Urbanski, Jennifer

Subject: Re: 56783-2

Jennifer,

Just one quick question. In the User Safety Recommendations it says to wash gloves before removing
but gloves are not lisied in the Precautionary Statements. Also, this product is treated cotton balls, |
wouldn't think any PPE would be that useful except for gloves so the last sentence of the User Safety
Recommendations (except for the glove statement) seems a bit much. '

What about using the following?

Under Precautionary Statements - "Wear long-sleeved shirt, long pants and gloves.”

In the User Safety Recommendations:

"User should wash hands before eating, drinking, chewing gum, using tobacce or using the toilet.

User should remove clothing/PPE immediately if pesticide gets inside. Wash the outside of gloves
before removing. Then wash thoroughly and put on clean clothing.”

Let me know if this is OK or if you'd like something different.

Thanks!

12



Sharon M. Johnston

RegGuide

509 Tower Valley Drive
Hillsboro, MQ 63050

TEL: (636) 942-2583

Cell: (314) 520-8554

Fax: (636) 948-9720

e-mall: Johnston@RegGuide.net
OR sjohns1825@aol.com

In a message dated 2/25/2014 9;14:52 A.M. Central Standard Time, urbanski.jennifer@epa.gov writes;

Hi Sharon, please see labeling comments based on the RED/acute tox/PC reviews for
the above product. Let me know if you have any questions, thanks!

1) Based on toxicity ranking per the acute toxicity review, the First Aid statements
should be placed on the label in the following order:

“IF SWALLOWED:...

IFIN EYES:...

IF ON SKIN OR CLOTHING:...” [note that this one is needed based on the acute
tox review, but you can keep it) '

2) Per the acute toxicity review, the Hazards to Humans and Domestic Animals must
be revised to read:

“CAUTION: Harmful if swallowed. Causes moderate eye irritation. Avoid contact
with eyes or clothing, Wear long sleeved shirt and long pants, socks and shoes.”

3) Add User Safety Recommendations to the label and place in a box:

“User Safety Recommendations

13



User should wash hands befoi. eating, drinking, chewing gum, using tobacco, or using
the toilet.

User should remove clothing/PPE immediately if pesticide gets inside. Then wash
thoroughly and put on clean clothing.

Users should remove PPE immediately after handling this product. Wash the outside
of gloves before removing. As soon as possible, wash thoroughly and change into
clean clothing.”

4) The Storage and Disposal section should be revised as follows: The subheading
“Disposal” should be changed to “Pesticide Disposal and Container Handling.” The
subheading “Storage™ should be changed to “Pesticide Storage”. The first sentence in
the box should state “Do not contaminate water, food, or feed by storage or disposal.”
Check PR Notice 2007-4 (http://'www.epa.gov/PR Notices/pr2007-4.pdf) to be sure
that your disposal statements are compliant.

Jennifer Urbanski, Ph.D., Biologist
Insecticide-Rodenticide Branch, 87221
Registration Division (7505P)

U.S. Environmental Protection Agency

1200 Pennsylvania Ave, NW
Washington, DC 20460

(703) 347-0156

14



Decision #: 413309

DATA PACKAGE BEAN SHEET DP #: (418931)
Date: 26-Dec-2013 NON PRIA
Page 1 of 1 Parent DP #:
Submission #: 873977
E-Sub #;

* * * Registration Information * * *

Registration: 56783-2 - MITE ARREST
Company:; 56783 - ECOHEALTH, INC.

Risk Manager: RM 10 - Richard Gebken - (703) 305-6701 Room# PY1 $-7237

Risk Manager Reviewer: Bonnie Adler BADLER - o _ -

Sent Date: Q_Sﬂﬂ-&l o PRIA Due Date: 05-May-2010 Edited Due Date: B

Type of Registration: Product Registration - Section 3

Action Desc: (676) Product Reregistration Decision;

Ingredients: 108701, Permethrin(7.4%)

* % * Data Package Information * * *

Expedite: () Yes @ No Date Sent: 26-Dec-2013 Due Back:

DP [ngredient: 108701, Permethrin

DP Title: Final pkg for 56783-2 permethrin

CSF Included: @@ Yes () No Label Included: @ Yes () No ParentDP #

Assigned To : . Daeln ..Date Qut
Organization: RD/IB e e Last Possible Science Due Date:
Team Name: RM10 ) e e _ Science Due Date: o
Reviewer Name: . o L Sub Data Package Due Date:
Contractor Name:

* * * Studies Sent for Review * * *

Mo Studies

*** Additional Data Package for this Decision * * *

Can be printed on its own page

* * * Data Package Instructions * * *

This permetirin product is recommended for final reregistration based on your review of the attached preliminary label assessment, along with
PC and tox reviews for case 2570. The permethrin PCCI called in Efficacy for Impregnated Fabrics & CRMS as well as Companion Animal
Safety data.

According to the Registrants Response form for this product:

Efficacy/impregnated Fabrics [810.3300] were marked as "not applicable” (#8).

Efficacy/ORMS [810.3500] was marked as "not applicable" (#8).

Companion Animal Safety [870.7200] was marked as "not applicable” (#8). _

Ongce you have made your decision, please put all pertinent information in the preduct jacket. Please contact Bonnie Adler with questions.

15



Date: December 16, 2013
Reg. No.: 56783-2

Product Name: Mite Arrest
PM Name/Number: Richard Gebken, Risk Management Team 10

~
Primary Reviewer: Shirley Keel \)Laé / / M

Secondary Reviewer: Linda Arrington
New label or date of RD amended label: Received on 5/5/10

Active Ingredient(s) Assessed: Permethrin/109701
Formulation Type: Impregnated Materials

Other ai’s_in product

Name/PC code: N/A Reregistration Status or Registration Date: N/A
Note to PM:

1) RD should ensure that the Storage and Disposal Section is in compliance with PR
Notice 2007-4.

Assessment can be found in N:ARMIBV\label\056783/002

1) Based on toxicity ranking per the acute toxicity review, the First Aid statements
should be placed on the label in the following order:

“IF SWALLOWED:...
IF IN EYES:...
IF ON SKIN OR CLOTHING:...”

2) Per the acute toxicity review, the Hazards to Humans and Domestic Animals must be
revised to read: -

“CAUTION: Harmful if swallowed. Causes moderate eye irritation. Avoid contact
with eyes or clothing, Wear (specify protective eyewear, if appropriate). Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum,
using tobacco or using the toilet.”

3} User Safety Requirements text must be added to the label:

“User Safety Requirements

16



Follow manufacturer’s instructions for ¢leaning/maintaining PPE. If no such instructions
for washables exist, use detergent and hot water. Keep and wash PPE separately from
other laundry.” '

4) User Safety Recommendations must be added to the label and placed in a box:
“User Safety Recommendations

User should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet.

User should remove clothing/PPE immediately if pesticide gets inside. Then wash
thoroughty and put on clean clothing.

Users should remove PPE immediately after handling this product. Wash the outside of
gloves before removing. As soon as possible, wash thoroughly and change into clean
clothing.”

5) The Storage and Disposal section needs a minor revision. Per Label Review Manual
of January 2012, the subheading “Disposal” should be changed to “Pesticide Disposal
and Container Handling.”

17



1

DATE OUT: 26/NOV/2013

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: TGAI [ |; MUP [ ]; EUP [X]

BARCODE NO.: _D415896 REG./FILE SYMBOL NO.: 56783-2
PRODUCT NAME: MITE ARREST® MRID #s:; 490818-01, 487198-02
COMPANY NAME: _Ecohealth, Inc. ACTION CODE: 676

Product Chemistry Team
Risk Management and Implementation Branch V
Pesticide Re-evaluation Division (7508P)

. | ( ? .
FROM: Maria Rivera Piansay, Chemist lrl-p-—-) RW Jwrk:g

TO: Bonnie Adler, CRM
Risk Management and Implementation Branch V
Pesticide Re-evaluation Division (7508P)

INTRODUCTION:

With this resubmission, in response to our review, dated 08/06/13, the registrant provided a revised
Confidential Statement of Formula (CSF) for the basic formulation, dated 11/04/2013; a revised EPA
Form 8570-35 (Data Matrix), dated 11/04/2013; and is citing product chemistry data in MRID Nos.
490818-01 and 487198-02. The registrant is requesting reregistration of their product, EPA Reg. No.
56783-2.

FINDINGS:

1. EPA Reg. No. 56783-2 is an end-use rodenticide product containing the active ingredient,

Permethrin, with a label claim nominal concentrations of 7.4%. The product is produced by a non-

integrated system.

2. The CSF for the basic formulation (now dated 11/14/2013), had been revised as requested. The

revision involved changing the Density in box number 7 to match the data in the report. The CSF

is now filled out correctly and completely and is now acceptable for reregistration of the subject
product.

3. The cited Storage Stability data presented in MRID No. 490818-01 are acceptable to support this

product. The study was conducted with a substantially-similar product Reg. No. 56783-1. The

study was reviewed and accepted on 05/07/2013 under DP 411211, The requirements concerning

Guideline 830.6317 (Storage Stability) are now satisfied.

4, The registrant is again referencing the data previously submitted regarding the Corrosion
Characteristics of the product which was found unacceptable in the earlier review. Upon re-
evaluation of the study, the PRD/RMIB V will allow the registrant to cite this study (MRID
number 487198-02). The data may be used to support the reregistration of this product. The
requirements pertaining to GRN 830.6320 are now satisfied.

18



5. The Ingredients Statement on the draft label is acceptabie as per 40 CFR §156.10(g) and PR
Notices 91-2 and 97-6. It appears that there are no physical or chemical hazards anticipated for
this product. The Storage and Disposal Statements are acceptable in accordance with 40 CFR
§156.10(1)(2)(ix) and PR Notice 83-3.

NOTE TO PM: The Storage and Disposal section should be evaluated for compliance with PR
Notice 20074,

CONCLUSIONS:

The registrant has now satisfied the product chemistry requirements for the reregistration of EPA Reg. No.
56783-2.

19
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DATE OUT: 06/AUG/2013

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: TGAI []; MUP [ |; EUP [X]

BARCODE NO.: _D413690 REG./FILE SYMBOL NO.: 56783-2
PRODUCT NAME: MITE ARREST® MRID #s: 00164297, 480853-01, 487198-01, -02
COMPANY NAME: _Ecohealth, Inc. ACTION CODE: 676

Product Chemistry Team
Risk Management and Implementation Branch V
Pesticide Re-evaluation Division (7508P)

<.
b _, e
FROM: Maria Rivera Piansay, Chemist il/%)'thbﬁ,—-ﬁ \) W’S

TO: Bonnie Adler, CRM
Risk Management and Implementation Branch V
- Pesticide Re-evaluation Division (7508P)

INTRODUCTION:

A revised Reregistration Eligibility Decision (RED), Case number 2510, was issued in May 2009 for the
Active Ingredient (AI) Permethrin, According to the RED, the generic data base supporting the
reregistration of Permethrin has been reviewed and found to be substantially complete. [Additional
generic data are required to confirm the reregistration eligibility decision documented in the RED.]

In the 8-month response to the Permethrin RED, the registrant provided a Confidential Statement of
Formula (CSF) for the basic formulation, dated 04/30/2010; EPA Form 8570-35 (Data Matrix), dated
03/14/2013; a draft label (dated 05/05/10;) and product chemistry data in MRID Nos. 00164297, 480853-
01, 487198-01, and -02. The registrant is requesting reregistration of their product, EPA Reg. No. 56783~
2,

FINDINGS:

i, EPA Reg. No. 56783-2 is an end-use rodenticide product containing the active ingredient,
Permethrin, with a label claim nominal concentrations of 7.4%. The product is produced by a non-
integrated system.

2. Due to an inconsistent Densily data between the CSF and the report, the CSF for the basic
formulation is not acceptable at this time. The Density is reported as specific gravity of 1.5 in the
CSF and 0.15 g/cotton in MRID 00164297, The registrant may choose to revise the CSF to be
consistent with the data in the study or submit a study that supports the specific gravity data
presented in the CSF.

Other information on the CSFs is acceplable. The nominal concentration of the active ingredient
agrees with that on the draft label. The certified limits for the active ingredient and inert
ingredient are acceptable in accordance with 40 CFR §158.175(b)(2). All ingredients listed on the
CSFs are cleared for use in pesticide formulations,

3. Except for Finding 4, the data reported in MRID Nos. 00164297, 480853-01, 487198-01, and -02

satisfy the product chemistry requirements under Subgroups A and B, which pertain to Product
Identity, Composition, and Analysis, and Physical and Chemical Properties, respectively.
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4, The requirements concerning Guideline 830.6317 (Storage Stability) and Guideline 830.6320

(Corrosion Characteristics) are not satisfied. The cited study in MRID number 487198-01 and -02

were conducted for 14 days at 40°C. Current regulations require this study to be conducted for
one year at room temperature or using the alternate method — accelerated study for 14 days at
54°C. Additionally, the concentration of the active ingredient used in the study (approximately

5%) is too different from that in the subject product (7.4%). A note in MRID number 00164297

states that a 30-day accelerated stability study on this product was initiated on the week of 13
October 1986. If this study was conducted at an elevated temperature range of 50- 54°C, the
registrant should submit this study for review. Otherwise, a new accelerated test or a one-year
study must be conducted on the subject product.

5. The Enforcement Analytical Method for the determination of active ingredient content in the
product is presented in MRID Nos. 00164297 and 480853-01. The method is adequate and
satisfies the requirements under Guideline 830.1800.

6. The Ingredients Statement on the draft label is acceptable as per 40 CFR §156.10(g) and PR
Notices 91-2 and 97-6. It appears that there are no physical or chemical hazards anticipated for

this product. The Storage and Disposal Statements are acceptable in accordance with 40 CFR
§156.10(1)2)(ix) and PR Notice 83-3.

CONCLUSIONS:

Except for Findings 2 and 4, the registrant has satisfied the product chemistry requirements for the
reregistration of EPA Reg. No. 56783-2.
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Product Chemistry Data

Subgroup A: Guideline Series §30.1550 - 830.1800 (40 CFR §158.320 - 158.355)

Product Identity, Composition, and Analysis

Guideline Reference No. (GRN) | 40 CFR § MRID Number Data Fulfilled
{ Title 830

830.1550 Product Identity and 158.320 480853-01 Y

Composition

830.1600 Description of 158.325 480853-0t Y -

Materials Used to Produce the

Product

830.1620 Description of 158.330 [Not required for products | NR

Production Process produced by a non-
integrated system]

830.1650 Description of 158.335 480853-01 Y

Formulation Process

$30.1670 Discussion of 158.340 {Not required for products | NR

Formation of Impurities produced by a non-
integrated system]

830.1700 Preliminary Analysis 158.345 [Not required for products | NR
produced by a non- ]
integrated system]

830.1750 Certified Limits 158.350 480853-01 Y

830.1800 Enforcement Analytical | 158.355 480853-01 Y

Method

Subgroup B: Guideline Series 830.6302 - 830.7950 (40 CFR §158.310)
Physical and Chemical Properties _ _ -
Guideline Reference No. Value or Qualitative MRID Number Data
(GRN) / Title 830 Description Fulfilled

.6302 Color White 00164297 Y

6303 Physical State Solid 00164297 Y

6304 Cdor “None {when dry)” 00164297 Y




— — —
— re— —

Characteristics

days of storage at 40°C
{plastic bag)

Guideline Reference No. Value or Qualitative MRID Number Data
(GRN) / Title 830 Description Fulfilled
.6314 Oxidation/ Reduction; NA - contains no Data Matrix NA
Chemical Incompatibility oxidizing or reducing
agents.
.6315 Flammability/Flame NA - contains no CSF NA
Extension flammable components.
6316 Explodability NA — contains no 00164297 NA
explosive components.
6317 Storage Stability (See Finding 4) 00164297, N
487198-01
6319 Miscibility Not applicable, The Data Matrix N/A
product is not intended to
be diluted with petroleum
solvents.
No corrosion present on
.6320 Corrosion packing material afier 14 487198-02 N

(See Finding
4)

Density

0.15g/cotton ball

Specific gravity: 1.5 (CSF)

6321 Dielectric Breakdown Not for use around Data Matrix NA

Voltage electrical equipments.

.7000 pH NA - Not dispersible with | Data Matrix NA
water

7100 Viscosity NA - Solid NA

7300 Density/Relative Specific gravity: 00164297 N

Explanatioﬁs: Y = Requirement fulfilled; N = Requirement not fulfilled;-TTfA = N(-Jt_applicab]e;
G = Data gap; U = Upgradeable; I = Incomplete or in progress; W = Waived; NR = Not required
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SO UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: O WASHINGTON, D.C. 20460
]
BN\v/4
%{ pﬂo“ic"\
OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION
July 20, 2011
MEMORANDUM:
Subject: EPA -Reg. No.: 56783-2/ Mite Arrest
DP Barcode: 391064
Case No.: 2510
-~ R =
1 o » . ; -
From: Jolene Trujillo, Biologist . A (r2 ‘e S
Risk Management and Imp’llementation Branch V (7508P)
Pesticide Re-evaluation Division
To: Bonnie Adler, CRM

Risk Management and Implementation Branch V (7508F)
Pesticide Re-evaluation Division

Applicant:  EcoHealth, Inc.

33 Mt.Vernon St.
Boston, MA 02108

FORMULATION FROM EPA Reg. No. 56783-2 LABEL:

% by wt.
Active Ingredient(s):
PeITEEITEIL ...oiivii v crrrn e easie e s s ree e errmrr e e rssrss s snsnseeaaeessemantessssmaaeaane st ibanbsaass 1aen 7.4%
Other INGrediEnt{S): .ioiiiivierceeeeeeeertreastesssesssesssssssissssesnmneeesaaereesnneransssesasesssnsssnsasas 92.6%
Total 100.0%

Page 1 of 3
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BACKGROUND: In the 8 month response to the Permethrin RED, the registrant has cited acute
toxicity studies to support the reregistration of their product, EPA Reg. No. 56783-2. The
MRID’s are as follows: 437997-01 (81-1), 437997-02 (81-2), 437997-03 (81-3), 478799-01 (81-4,
waiver), 448338-01 (81-5), 438938-01 (81-6). Studies 81-1 and 81-2 were conducted by
Biosearch Inc., 81-3 and 81-6 by Stillmeadow Inc., and 81-5 by AgrEvo UK Limited. The test
material used in each of the studies was EPA Reg. Noﬂl‘hese studies were previously
reviewed by RMIBV/PRD on 06/22/1¢ and found acceptable.

The registrant provided a waiver request in MRID No. 478799-01 for primary eye irritation. Based
on the use of the product and information presented in the waiver request, the Agency agrees that
eye irritation exposure potential is minimal, though still possible, therefore a toxicity category III
classification is expected to provide adequate protection.

RECOMMENDATIONS:

¢ The acute toxicity waiver and studies cited are acceptable to support the reregistration of
EPA Reg. No. 56783-2.

The acute toxicity profile for EPA Reg. No. 56783-2 is currently:

Acute Oral I Cited
Acute Dermal v Cited
Acute Inhalation v Cited
Primary Eye I Cited
Primary Dermal v Cited
Skin Sensitization non sensitizer Cited

NOTE: The acute toxicity requirements have been satisfied for the subject product;
LABELING:

ID #  56783-2/ Mite Arrest

SIGNAL WORD: CAUTION

HAZARDS TO HUMANS AND DOMESTIC ANIMALS:

Harmful if swallowed. Causes moderate eye irritation. Avoid contact with eyes or clothing. Wear
long sleeved shirt and long pants, socks and shoes.

FIRST AID:

IF SWALLOWED: Call poison control center or doctor immediately for treatment advice. Have
person sip a glass of water if able to swallow. Do not induce vomiting unless told to do so by a

poison control center or doctor. Do not give anything by mouth to an unconscious person.

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove

Page 2 of 3
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contact lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison control
center or doctor for treatment advice.

Have the product container or label with you when calling a poison control center or doctor or
going for treatment. You may also contact 1-800-xxx-xxxx for emergency medical treatment
information.

USER SAFETY RECOMMENDATIONS:
User should wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet.

User should remove clothing/PPE immediately if pesticide gets inside. Then wash thoroughly and
put on clean clothing.

Users should remove PPE immediately after handling this product. Wash the outside of gloves
before removing. As soon as possible, wash thoroughly and change into clean clothing.

Page 3 of 3
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Adler, Bonnie

From: SJohns1825@aol.com

Sent: Monday, November 04, 2013 12:11 PM

To: Adler, Bonnie

Ce: ariana@damminix.com

Subject: 56783-2 PC Review dated Aug. 6, 2013

Attachments: 56783-2 data matrix & CSF 11-4-2013.pdf; 56783-2 PC review 08-06-2013.pdf
Bonnie,

In response to the subject product chemistry review dated August 8, 2013 (your letter dated October 24 2013}, | have
attached (in one docurnent) a revised CSF and data matrix for this product

A new storage stability & corrosion characteristics study was conducted on Damminix; 56783-1 and was found acceptable
by EPA. The subject product is identical in formulation so this same study (MRID No. 49081801) is being cited on the
attached data matrix for 56783-2.

As for the corrosion characteristics study (MRID No. 48719802) we disagree with the reviewer's finding that this study was
not conducted in accordance with current regulations. The study was conducted in accordance with the guideline in affect
at the time. This study was completed on January 13, 2012. The guidelines at that time specified a temperature range of
40 - 54 deg. C. The new guidelines specifying 54 +/- 2 deg. C were not in effect until November 16, 2012.

Please let me know if you need anything further.

Sharon M. Johnston

RegGuide

509 Tower Valiey Drive
Hillsbora, MO 63050

TEL: (636) 942-2583

Cell; (314} 520-8554

Fax: (636) 948-8720

e-mail: Jehnston@RegGuide.net
OR siohns1825@acl.com
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Fonn Approved OMB No. 20700060

Paperwork Raductlan Act Netice: The pubhc repotting burdon far s coflection of mformation is estmited to average 0.25 hours per response for regisiration activilies and 0 25 hours per response for
reregisitalion and specal review activities, including ime for reading (he instructions ang compleling the aecossary florms  Send comments regarding Lhe burden eshmate or any other aspect of this collection af
intermaton, including suggeshens for reducing the burden o Direcior. OPPE Infarmation Management Divimon {2 137) U S, Enviranmental Protectian Agancy 401 M Stroet S W, Washington. DC 20468, 0o not

send the form (o this address

DATA MATRIX
Date  Movember 4, 2012 EPA Reg Mo./Fle Symbal  56783-2 Page 1af 3
Apphcant’sfRagishant's Name & Address Ect)i-i::illtll,erl; Prudqcl
Brackime, WA 12445 Mita Aest

Ingeedienl  Permyisthrin

CGudahne Relerence Number Gudehne Study Mamue WMD) Kumiber Subnmitier Stalus Nole
6H1-1:830 1550 Charmucat Idenidy ABDAS3MN EcoHeath QWN

G1-2/H30 1600 & B30.1650 Beqinning Milrnsts & Manufactunpy Pracess AGOALAR] EcoHeath OWN
H1.34830.1670 Discuswan of Formahon of Impunties AR0BRIM EcoHaath OWN
G2 AN 1700 Praliminary Anatysis :‘_’;IE:"" AR A
B2- 28301750 Cartfication of Ingrethent Linnds J8085301 EeaHeath OWHN
H2-3183G 1800 Anatylical Molbod o Venly Ceitfwd Limts REUCER EcoHpath QOWN
63- 28306302 Cotoe 1HA2497 EcaHeath TN
7337830 6303 Physical Stute 164297 EcoHealh OWh
624830 6IDS Qacy 164247 EcaHeatt OwWH
64530 72010 Muhtigy Point NA - EP
63-GIR3G. 7220 Boiing Poin WA - EP
63-F830 7300 Density, Bulk Dunsdy o Speilie. Gravity 16247 EcoHealh OWN
G3-8°83¢ 1840 & K30 7560 Solutitity NA - EPR

653-57830 7950 vapal Pressuin KA EP
63-1(V830 7370 Dissocatiion Conslant NA - £P

Symalure MNitmie and Tidie DGate

Stunon M Jalwistun
Reguimory Cansulttant

1-0d-2013

EEoA Fotm BRTN.I5 19-G71 Eleciroma and Faper yersinns avadabk: Sunmt onby Faper verson

Agoncy Internal Use Copy
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3 Uorm Appraved OMEB No  2070-G060
o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
. 401 M Street, 5.W.

WASHINGTON, D.C. 20460

2

s,

Paporwork Roductlon Act Netico: 1he public reporiing burden for 1his callechon of infarmahon is estmated 1o average 0.25 hours per response fof regisiralion achwtios and 025 hours pu? riesponse fos
reregistralion and speckl review sctiwins, mcluding kme for reading the mstrischons and cempleting the necessary fprins. Send comments regarding 1he burden sshmalte or any other aspect of this cofkechion of

information. incluting suggesimng lor reducing the burden te Oirector, OPPE nformation Managament Divisian (2137 U.S. Environmentat Prateclion Agency. 401 M Streot S.W Washinglon, DC 20460 Do nol
send lhwe torm to His pddress.

DATA MATRIX
Dale November 3 2013 £PA Reg No/File Symbol 56783-2 Page 2ot J
Appheant's/Reqistiants Hame & Address Ecokealih, Ine Proguct
56 Howes Street Mites Arierst
Braokime, MA 02446
Ingrodien  Permathin
Guodelina Reference Munshor Gudeling Study Name MRIL) BWumbaot Subrmlies Stirtus Nile
63-114020 7570 Getanol Water Partiton Coefficient Wi - EP
£3-12080) 7006 ot me e
H3-1WHI0 B3 Stabihty NA . EP
63137130 6314 Owtizing/Reducing Achn e b
§3-15/830 G145 Flammability 154297 EcoHeath (WK
63 18I0 6316 Eaplodability :;:%.\.:r._.....,:. e
G3 1783 6 Slorage Stabulity 480818014 EcgHeath OWN
63-18/830 1100 Viscosity NA - sahid
A3 19830 6319 khseibifiy o T e
61 2(6B30 6320 Garrosian Charactenstics 48716402 EcoHealth OWN
A3- 20830 6320 Caorrosion Charactenstics 44081801 EcoMHealth OWN
83-21/830 6321 Diclectne Breakdown Vaollage A
BY-1H¥Y0 1100 Acule Oral Toxicity 43746 Vaten BioSciences Corporgtan PER
BY-HBY0 1200 Acute Deonal Toxicity 43794702 Valenl BioSciences Carporation PER
#3800 13500 Acute inhatabion Towcity A3790103 Valent BioSciences Corporation PER
Name and Te Sharon M Johaslun Daie
Reguiatory Consalliing 11042013

EFA FGrm BBT0- 36 10.97) Flecitan ang Pape: veraigns avatable Soubmit only Fapet version

Agency lalarmnal Use Copy
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e, Form Approved OMB Ko, 2070-0060
j £ ": UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Dty 401 M Street, S.W,

WASHINGTON, D.C. 20460

——

Paporwork Raduction Acl Notice: The pubke reporting burden 1o us caliechion of information is asbmaled to average 0.25 haurs per response for iegisitatian achviling ang (.25 hours per response fot
rereqistration and special review activilies. including bme fof reading the nstruchans and compleling the nacessary forms  Send comments regarding the hurdon estintate or any other aspeci of this coliechon of
information. ingluthng suggestions for reducing the burdan lo Director OPPE Information Management Divitign (21371 US Environmental Protecion Agency 401 M Strget, S W, Washinglen, OC 20460 Da nol
send the farm Io Ihis address,

DATA MATRIX
Dale Novomber 4, 2013 N EPA Reg NoJFile Symbol - 56783-2 Page 3ol 3
Apphcan' siRegistran's Name & Addrass EcoHealth, Ing. ; Produc)
B Ews S ¥
i;tr:t:;::::: :r'll:\n:i;{d-lﬁ Mite Artasl
Ingredient  Permethrm
Guideline Reference Number Guwdohng Study Name MRID Number Submitter Status Mote
R1-42870. 2404 Primary Eye Intilution 478794901 Ecutpatth OWN Walver Reuest
HI-RIA L2500 Primary Darmal kesalion daB33800 Valent BioSciehces Corporaiin PER
BY-B47 2600 Dermal Sunstizilum ASHOIRO Vatent BioSciences Corpotation PER
Sighiature Name and Tille Sharan M Jolnstne Driates
[ e Hegulatnry Consullant 11-04.2013
= 1A FmrLBG?t-IJS {9;9.?.; Electronte and Paper vorvons avalable Submit oely Paper versitun Aguncy Internal Use Copy
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Form Apprayed OMB Mo 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

s
i)

i‘ ":
S gt

Paporwork Reduction Acl Notica: The pubh reporting burden for lhis collection of infarmalion s eshmatad (o average 0.25 hours per response for regisiration activiies and 0.25 hours per iespanse for
reregislration and spook feviow achvilies, including tme for reading the instruclions ant completing the necessasy forms. Send commenis regarding the burden estimate ar any other aspect of this collechon of
nfarmatian. inchuding suggastions for recuomy The burden to. Director, OPPE Information Managgmon! Disian {2137), U.S. Environmentat Pratection Agency. 40 M Siteet, SWW , Washinglors, OC 20460, Oo niot
sentd e form 1o (s addiess

DATA MATRIX
Dale Novambsr 4, 2013 : : EPA Reg No.File Symbol  56¢83-2 Page 1 of 3
Agplcant'siRegistranl's Name & Adgdress EcoHaatth, tng, Product
56 Hawes Slrec!
Brookime, MA 02446 Ktz Asrurst
Ingragient  Permelhin
Guideling Referance Number Guidetine Stuly Nama MRID Numbar Subnutter Slistus Note
EccoHealh OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath _OWN
EcoHeath QOWN
EcoHealh OWHN
EcaHeath OWN
EcoHeath OWH
EcoHealh OWN
Signature B - o . Mame and Title Sharan 14 Johnston (Oate
_,.;% T = T Regulatury Cansubtint T103-2083
EFA FolmBh 70-1%(9-07) Elechrone and Paper varsions avalable Subamt only 2aper versan Public Fllg Copy
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Form Approved OMEB No. 2070-1080
(’n“-, UNITED STATES ENVIRONMENTAL PROTECTION AGENGY
o . 401 M Straet, S.W.
WASHINGTON, D.C. 20460

Paporwork Roductlon Act Notico: The public reporing Lusdan for this colieclion of information is eslimaled to average D.25 hours per responsa.for regisiration activities and 0.25 hours per responsa for
resegistrotion and spocial reviews activities, iIndluding ime for mading the Insleuchions and compleling the necossary forms. Sand commenls regasding the busden osteinle or any other aspect of this collachon of
infotmabion. nckiding suggeshons for reducng the brden to Director, OPPE informatian Management Dwision {2137) U.S. Environmantat Protechon Agency, 401 M Streel. 5., Washington, DC 20460 Do not
send Iha form 1o 1his address.,

DATA MATRIX
Date Novembor 4, 2013 : : EPA Rag No./File Symbol  56743-2 Page 2al 3-
Appllcant's/Reqislsant's Name & Address EcaHenlth, tne, Peoduct
56 Hawes Sireat )
Broukiine, MA 02446 Mite Arrest
Ingrediept  Permathrin
Guideling Reference Number Guideling Sludy Namg MRID Number Submidier Slatus HNote
Valenl BinSciences Corporilion
EcoHealh OWnN
EcoHeath OWN
EcoHealth OWN
Ecolleallh OWN
Vilient BioSciences Corparalinn PER
Vaenl BicScences Corporahion PER
Walen! BioSciences Corporalun . PER
Signalure J— . Name and Tille ¢pooo0 M Jonnston Date
e T / Ragulatury Consullant 11002017
EPA Form 8578735 (9-97) Electrome and Paper versions avinlable Submit only Paper versan Public Flie Copy
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UNITElj STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

UCT 2 4 2[]13 OFFICE OF CGHEMICAL SAFETY

AND POLLUTION PREVENTION

CERTIFIED MAIL

Sharon Johnston, agent for EcoHealth, Inc.
RegGuide

509 Tower Valley Drive

Hilisboro, MO 63050

Subject: Product Chemistry Review for the Permethrin Reregistration Eligibility Decision’
Document (RED), April 2006
EPA Reg. No. 56783-2

Dear Ms. Johnston;

The Agency has reviewed the product chemistry data you have submitted to support the
Permethrin RED. The Confidential Statement of Formula (CSF) is not acceptable because the
density value on the CSF varies from the submitted data. Therefore the guideline requirement
for density (830.7300) is not acceptable. You may revise the CSF or submit new date to resolve
this discrepancy. [n addition, the submitted storage stabilty and corrosion characteristics study
(guidelines 830.6317 and 830.6320) is not acceptable. New regulations for an accelerated
study require 14 days at 54'C. In study 00164297, it was noted that a 30 day accelerated study
was conducted in 1986. If this study is available for review, please submit it for review.
Alternatively, a new on-year study or an accelerated iest must be submitted. Please refer to the
enclosed review for details.

You must submit the outstanding data and any revisions to your CSF to the Agency
within 10 days of receipt of this letter. If new data are to be conducted, a time extension request
must be submitted to the Agency within the same time frame. A copy of the review is enclosed.
If you have any questions, please cail me at 703-308-8523.

Sincerely,

Zf;éﬂft /4?7’?{4

Bonnie Adler
Risk Management and Implementation Branch V
Pesticide Re-Evaluation Division

enclosure
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Flease read instructions on raverse befors com,

SEPA

4 form.

Form Aggrovac

United States

Environmental Protection Agency

Washington, DC 20480

v

Hegistration
Amendment

Other

OPP identifier Number

Application for Pesticide - Section |

1. Company{Product Number
56783-2

2. EPA Product Manager
Mark Suarez

3. Proposed Classification

Nono I:I Restricted

4. Company/Product {Namae)

Mite Arrest

PM#
13

EcoHealth, Inc.
56 Hawes Street
Brockline, MA (2446

’:I Check it this is & new addrass

5. Name and Address of Applicant finclude ZIP Code)

to:
EPA Reg. No.

6. Expedited Reveiw. In accordance with FIFRA Section 3{c}{3)
{b}i}, my product is similar or identical in composition and labeling

Product Name

Section - Il

D Amendmant - Explain below.

D Motification - Explain belaw.

I I Final printad labels in repsonse to

Agency letter dated

Resubmigsion in response to Agency letter dated 01-11-2013 D “Me Toc™ Application.

D Other - Explain below.

e-mail: Johnston@RegGuide.net
Fax: (836)948-720

Explanation: Use additional pagel(s) if necessary. (For section | and Section il.)

Application for Re-Registration - Submission of Storage Stability data

Section - Il

1. Material This Product Will Bs Packagsad In:

Child-Resistant Packaging Unit Packaging

o Yas
Na

Water Soluble Packaging

2. Typa of Container

* Cortification must | i oo
be submitted

- Yas Yos Maetal
Plastic
No No Glass
No, per If "Yas" No. per Paper
Unit Packaging wgt. container Package wgt containar Other {Specify}

3. Location of Net Contents Information

4. Sizels) Retail Container

5. Location of Label Diractions

o | on label

M Labal [_’ Container 2.5 bs
6. Mannar in Which Label is Affixed to Product lﬁithognTphd Other _printed directly on package
t ] aper glue
Stenciled

Section - IV

1. Contact Point {Complete iterms directly below for identification of individual to be contacted, if nacessary, to procass this application. )

EPA Form 8570-1 (Rev. 3-34] Previous editions are obsolsts.

Name Titls Tetapnone No. {incluoe Area Code)
Sharon M. Johnston Regulatory Consultant (636) 942-2583
Certification 6. Date '.ﬁpplicaﬁon

| certify that the statements | have made on this form and afl attachments therato are true, sccurate and complete. Roceived

I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment or {Stamped)

both under applicable law.
2, Signature 3. Title

Regulatory Consultant
4, Twied Namea 5. Date
Sharon M. Johnston March 14, 2013
White - EPA File Copy (originall  Yellow ¥ Abplicant Copy



s, Form Approved OMB No. 2070-0060

Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(% 401 M Street, SW.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this callection of information is estimated to average 0.25 hours per response for regisiration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Pratection Agency, 401 M Street, S.W., Washingtan, DC 20460. Do not

send the form to this address.

DATA MATRIX
Date March 14, 2013 EPA Reg No./File Symbol 56783-2 Page 10f 3
Applicant’s/Registrant's Name & Address EcoHealth, Inc. Product
3?(3?.‘?’"? MiA 02445 Mite Arrest
Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
§1-1/830.1550 Chemical Identity 48085301 EcoHeath OWN
61-2/830.1600 & 830.1650 Beginning Materials & Manufacturing Process 48085301 EcoHeath OWN
81-3/830.1670 Discussian of Formation of Impurities 48085301 EcoHeath OWN
62-1/830.1700 Preliminary Analysis :;{.-; ot an nlegrated
62-2/830.1750 Certification of Ingredient Limits 48085301 EcoHeath OWN
62-3/830.1800 Analytical Method to Verify Cerlified Limits 48085301 EcoHeath OWN
63-2/830.6302 Calor 164297 EcoHeath OWN
53-3/830.6303 Physical State 164297 EcoHeath OWN
6§3-4/830.6304 Qdor 1642097 EcoHeath OWN
63-5/830.7200 Melting Point NA - EP
63-6/830,7220 Botling Point NA -EP
63-7/830.7300 Dargity, ELh Densitv or Specific Gravity 164297 EcoHeath OWN
63-8/830.7840 & §30.7860 Sclubility NA - EP
63-9/830.7950 Vapor Pregsure NA - EP
63-10/830.7370 Dissociaa (-:';nstant NA - EP
Signature Name and Title Sharon M. Johnston Date
Reguiatory Consultant 03-14-2013

™ 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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ki,

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per responge for registration activiies and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any cther aspect of this collection of
information, including suggestions for ragucing the burden to; Director, OPPE Information Management Division (2137), U.S. Envirenmental Protection Agency, 401 i Street, S.W., Washington, DC 20460. Do not

send the form to this address.

DATA MATRIX
Date March 14, 2013 EPA Reg Mo.fFile Symbol 56783-2 Page 2 of 3
Applicant's/Registrant's Name & Address EcoHealth, Ing, Product
B conkline: MA 02446 Mite Arrest
Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
§3-11/830.7570 Octanol Water Partition Coefficlent NA - EP
63-12/836.7000 pH NA - ot disparsible win
83-13/830.6313 Stability NA - EP
63-14/830.6314 Oxidizing/Reducing Actin ha- df;‘;j“:g:zt:’idking
63-15/830.6315 Flammability 164297 EcoHeath OWN
63-16/830.6316 Explodability g renaly
63-17/830.6317 Storage Stability Val. 1 of 1 EcoHeath OWN
63-18/830.7100 Viscosity NA - solid
63-13/830 6319 Miscibilty L st
63-20/830,6320 Corrgsion Characteristics 48719802 EcoHealth OWN
63-21/830.6321 Dielectric Breakdown Voltage :tc;'l‘;’;f:;;‘;‘:nf:;‘"d
§1-1/870.1100 acute Ora' Toxicity 43799701 Valent BioSciences Corporation PER
81-2/870.1200 A;; D_err.l'ui Taxivity 43795702 Valent BioSciences Corporation PER
81-3/870.1300 Acute Inhalation Toxicity 43799703 Valent BioSciences Corporation PER
81-4/870.2400 Primary Eye Ir'r'Iation 47879901 EcoHealth OWN Waiver Reguest
Signature - Name and Titte Sharon M. Johnston Date
Regulatory Consultant 03-14-2013

orm 8570-35 (9-97) Electronic and Paper versions availatle. Submit only Paper version,

Agency Internal Use Copy
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Form Approved OMB No, 2070-0060

@\: UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
N ; 401 M Street, S.W.

WASHINGTON, D.C. 20450

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistrafion and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden esfimate or any cther aspect of this caollection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, 8.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date March 14, 2013 EPA Reg No./File Symbol S56783-2 Page 3 of 3
Applicant's/Registrant’s Name & Address EcoHealth, Inc. Product
Brookine, WA 02449 Mie Arost

Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status MNote

81-5/870.2500 Primary Dermal Irritation 44833801 Valent BipSciences Corporation PER

81-6/870,2600 Dermal Sensitization 43893801 Valent BjoSciences Corporation PER
Signature Name and Title Sharon M. Johnston Date

Regulatory Consultant 03-14-2013
orm 8570-35 (9-97) Electrenic and Paper versions avaifable. Submit only Paper version. Agency Internal Use Copy
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Form Approved OMB No. 2070-0060

’"R"’g, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(\%J 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0,25 hours per response for registration activifies and 0.25 hours per respanse for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coflection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.5. Environmental Protection Agency, 401 M Street, S.W,, Washington, DC 20460, Do not
send the form to this address.

DATA MATRIX
Date March 14, 2013 EPA Reg No.fFile Symbol 56783-2 Page 1of 3
Applicant’s/Registrant's Name & Address EcaHealth, Inc. Product
56 Hawes Street .
Brookline, MA 02446 Mite Arrest
Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Stalus Note
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
,%/ S Name and Titl Sharon M. Johnston Dale
/ Regulatory Consultant 03-14-2013

&ﬁﬁﬂ?&m 8570-35 (5-97) Electronic and Paper versions available. Submit only Paper version. Publlc File Copy

39



Form Approved OMB No. 2070-0060

k4

.

& UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
e 401 M Street, S.W.
WASHINGTON, D.C. 20460

Aroac?

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.5. Environmental Protection Agency, 461 M Street, 5.W., Washingten, DC 20460, Do not
send the form to this address.

DATA MATRIX
Date March 14, 2013 EPA Reg NoJFile Symbol S6783-2 Page 2 of 3
Applicants/Registrant's Name & Address EcoHealth, Inc. Product
56 Hawes Street i
Brookline, MA 02446 Mite Arrest
Ingredient Permethrin
Guideline Reference Number Guidelineg Study Name MRID Number Submitter Status Note

Valent BioSclences Corporation

EcoHeath OWN

EcoHeath OWN
EccHealth OWN
Valent BioSciences Corporation PER
Valent BioSciences Corporation PER
Valent BioSciences Corporation PER
EcoHealth OWN
Signature ’ oS Name and Tille gp .00 p. Johnston Date
Regulatory Consultant 03-14-2013
%Farm 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version, Public Flls Copy
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Form Approved OMB No, 2070-0060

@} UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
) 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this callection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activilies, including time for reading the instructions and completing the nacessary forms, Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden fo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, 5.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date March 14, 2013 EPA Reg No./File Symbel 56783-2 Page 3of 3
Applicant $/Registrant’s Name & Address EcaHealth, Inc. Product
56 Hawes Street .
Broakline, MA 02446 Mite Arrest
Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Valent BioSciences Corporation PER
alent BioSciences Corporation PER

Signature = Name and Tile - aparon M. Johnston Date
/ Regulatory Consultant 03-14-2013

W 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper version. Public Flle Copy

a1



Pesticide Regulatory Services

48719800

RegGuide

January 16, 2012

Pesticide Re-Evaluation Division (7508P)
Office of Pesticide Programs

US Environmental Protection Agency
One Potomagc Yard (South Building)
2777 8. Crystal Drive

Arlington, VA 22202

ATTN: Beonnie Adler

Chemical Review Manager

Permethrin; Case No. 2510; PDCI-109701-26513
SUBJECT: EcoHealth, Inc.

Damminix®; EPA Reg. No. 56783-1

Mite Arrest®; EPA Reg. No. 56783-2

Submission of Storage Stability & Corrosion Characteristics data
Dear Ms. Adler:
Enclosed, please find 14-day elevated temperature storage stability and corrosion characteristics data in
response to the Permethrin data call-in notice for the above-subject products. These products are identical
in formulation but are marketed in different packaging.

The following materials are enclosed:

A transmittal document is attached as page 2 of this letier.

If you have any questions, please do not hesitate to contact me at (636) 942-2583.
Sincerely,

Sharon M. Johnston

Regulatory Consuitant

Agent For EcoHealth, Inc.

Enclosures

Cc: Arana Ganak: EcoHealth

Sharon M., Johnston, Esag. Tel. 636-942-2583
508 Tower Valley Drive Fax: 636-948-9720
Hillsbore, MO 83050 e-mail: Johnston@RegGuide.net
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January 16, 2012
Page 2

TRANSMITTAL DOCUMENT

1. Name and Address of Submitier
EcoHealth, Inc.
33 Mt. Vernon St.
Boston, MA 02108
2. Regulatory Action in Support of Which This Package is Submitted

Application for Re-Registration

Damminix®; EPA Reg. No.: 56783-1
Mite Arrest®; EPA Reg. No. 56783-2

3, Transmittal Date

January 16, 2012

4, List of Submitted Studies:

OPPTS
MRID No. Volume No. Guideline No. Study Title
48719801 10f2 830.6317 & 6320 Physical & Chemical Characteristics of
Damminix® Tick Tubes: Storage Stability
and Carrosion Characteristics
48719802
2of2 830.8320 Physical and Chemical Characteristics of

MITEARREST® Insecticidal Bedding For
Laboratory Rodents: Corrosion
Characteristics

Company Official; Sharon M. Johnston
Regulatory Consuitant
Agent for EcoHealth, Inc.

Phone: (636) 942-2583
Signature:
Company Name: EcoHealth, inc.
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Plasse read instructions on o before co. ] a‘g form. Form 70V

~ United States v | Registration | OPF [dentifier Number
‘-’EPA Environmental Protection Agency Amendment
Washington, DC 20460 Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
56783-2
Mark Suarez None D Restrictad
4, Company/Product (Nama) Mite Arrest PM#
13
5. Name and Address of Applicant finclude ZIP Cods) 6. Expeditad Reveiw. In accordance with FIFRA Section 3{c)(3)
EcoHealth, Inc. {b}(i}, my product is simitar or identical in composition and fabeling
33 Mt. Vernon St. to:
Boston, MA 02108 EPA Reg. No.
,:I Chaeck if this is @ new address Product Name
Section - I
D Amandmant - Explain below. u Final printed labels in repsonse to
Ageoncy letter dated

‘:I Resubmission in response to Agency letterdated = D "Me Too™ Application.

l:] Notification - Explain below. [I Other - Explain below.

Explanation: Use additional page(s) if necassary. {For section | and Section L.}

Application for Re-Registration - Submission of Storage Stability & Corrosion Characteristic data in response to the permethrin PDCI
e-mail: Johnston@RegGuide.net
Fax: (636) 948-9720

Section - I}

1. Material This Product Will Ba Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
. Yes Yeos Yes Metal
Plastic
No No No A | Glass
i . M "Yos" No. per If "Yes® No. per v | Paper
* C&rﬁﬁc.aﬂon must Unit Packaging wgt. container Package wgt container Other {Specify)
be submitted !
3. Location of Net Cantants Information 4, Siza(s) Retail Container 5. Location of Label Diractions
M Lahel L_l Container 25 Ibs Fj On label
6. Mennar in Which Labal is Affixed to Product Iﬁithogralphd other printed directly on package
aper glue
Stanciled

Section - IV

1. Contact Point {Complete itarns directly below for identiffcation of individus! to be contacted, if necessary. 1o process this application.)

Name Title Talephone No. {Include Area Code}
Sharon M. Johnstan Regulatory Consultant (636) 942-2583
Certification 6. Data Application
[ certify that the statements | have made on this form end all attachments thereto are true, accurate and complets. Rece’ved
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment ar (stamped]

both under applicable law,

2, Signature 3. Tite

Regulatory Consultant

4, Typ am( 5. Date
ypsdlom January 16, 2012

Sharon M. Johnston

EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete. White - EPA File Copy foriginal) YelloW “Applicant Copy



Form Approved OMB No. 2070-0060

Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(o2 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is esfimated to average 0.25 hours per response for registration activities and 0.25 hnur~ per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send cornments regarding the burden estimate or any other aspect of this collection of
infarmation, inciuding suggestiens for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, 5.W., Washington, DC 20440, Do net
send the form to this address.

DATA MATRIX
Date January 16,2012 EPA Reg No.JFile Symbo) 56783-2 Pane 1of 3
Applicant's/Registrant’s Name & Address EcaHealth, Inc. Product
Boston, MA 02108 Mite Arost
Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRIC Number Submitter Status Nole
617-1/830.1550 Chemigcal Identity 46065301 EcoHeath OWN
61-2/830.1600 & 830.1650 Beginning Materials & Manufacturing Process 48085301 EcoHeath OWN
61-3/830.1670 Discussion of Formation of Impurities 48085301 EcoHeath OWHN
62-1/830.1700 Preliminary Analysis St an integraled
62-2830.1750 Cerlification of Ingredient Limits 48085301 EcoHeath OWN
62-3/830.1800 Analylical Mathod to Verify Cerlified Limits 48085301 EcoHeath OWN
63-2/830.6302 Color 164297 EcoHeath OWN
63-3/830.6303 Physical State 164297 EcoHeath OWN
63-4/830.6304 Cdor 164297 EcoHeath OWN
63-5/830.7200 Melting Point NA - EP
63-6/830.7220 Boiling Peint NA - EP
63-7/830.7300 Density, Butk Density or Specific Gravity 164297 EcoHeath OWN
63-8/830,7840 & 830.7860 Solubility NA-EP
63-9/830.7950 apor Pressure NA - EP
63-10/830.7370 Dissociation Constant NA - EP
Name and Title Sharon M. Johnston Date
Regulatory Consultant 01-16-2012

570-35 (9-97) Electronic and Paper versions available. Submit only Paper versien,

Agancy internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 b9 irs p2r respose for
reregistration and special review activities, including time for reaging the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other Aspert of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Informatien Management Division (2137), U,S, Environmental Protection Agency, 401 M Street, S.W., Wach.agton, DC 20450, Do not

send the form to this address.

DATA MATRIX
Date January 16, 2012 EPA Reg No.fFile Symbnl 56783-2 Page 2 of 3
Applicant's/Registrant's Name & Address EcoHealth, Inc. Product
oton, MA 02108 Mite Arrest
Ingredient Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
63-11/830.7570 Octangl Water Partition Coefficient NA& - EP
63-12/830.7000 pH NA. - noi disperslole wih
63-13/830.6313 Stability NA - EP
§3-14/830.6314 Oxidizing/Reducing Actin nA édf;:f;":g:‘r’.g‘idimﬂ
83-15/830.6315 Flammability 184297 EcoHeath OWN
63-16/830.6316 Explodability oy poteniatly
63-17/830.6317 Storage Stability Vol. 10f2 EcoHeath OWN
63-18/830.7100 Viscosity MNA - solid
653-19/830.6319 Miscibitity mr.om :il:;mﬂl\:im
63-20/830.6320 Corrasion Characteristics Vol. 2 0f 2 EcoHealth OWN
63-21/830.6321 Dielectric Breakdown Voltage :':c-t::;lfg;;s;n‘;':lm
81-1/870.1100 Acute Cral Toxicity 43799701 Valent BioSciences Corporation PER
81-2/870.1200 Acute Dermal Toxicity 43799702 Valent BioSciences Corporation PER
81-3/870.1300 Acute Inhalation Toxicity 43799703 Valent BioSciences Corporation PER
81-4/870.2400 Primary Eye Irritation 47879301 EcoHealth OWN Waiver Request
Signature Name and Title Sharon M. Johnston Date
Regulatory Consultant 01-16-2012

©-35 (9-97) Electrenic and Paper versions available, Submit only Paper version,

Agency Internal Use Copy
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S, Form Approved OMB No. 2070-0080

&3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
e 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burder: for this collectfon of information is estimated te average 0,25 hours per response for regisiration activities and 0.25 b2'1rs 33r resposise for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other Aspert of this collection of
information, including suggestions for reducing the burden ta: Director, OPPE Information Management Division (2137), U.S. Envirenmental Profection Agency, 401 M Street, 8.W., Washington, DC 20450. Do not
send the form to this address.

DATA MATRIX
Date January 16, 2012 EPA Reg NoJFile Symbol 36783-2 Page 3 of 3
Applicant’s/Registrant's Name & Address EcoHealth, Ine. Product
gi:&:h\,jfnrxour}%a Mite Arrest

Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

81-5/870.2500 Primary Dermal lrritation 44833801 Valent BioSciences Corporation PER

81-6/870.2600 Dermal Sensitization 43883801 Walent BioSciences Corporation PER
Signature Name and Title Sharon M. Johnston Date

Regulatory Consultant 01-16-2012
= 70-35 (9-87) Electronic and Paper versions available, Submit only Paper version. Agency Internal Use Copy

P
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Form Approved OMB No. 2070-0050

Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(Sﬂi 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 6,25 Fours par response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspe~t of this collection of
infermation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20430. Do nat

send the form to this address,

DATA MATRIX
Date January 16, 2012 EPA Reg No./File Symbol 56783-2 Page 10f 3
Applicant’s/Registrant's Name & Address EcoHealth, Inc. Product
33 Mt. Vernon St. ,
Boston, MA 02108 Mite Arrest
Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Nota
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
EcoHeath OWN
Signature Name and Title Sharon M. Johnston Date
Regulatory Consultant 01-16-2012

EPAF, 0-35 (9-97} Electrenic and Paper versions available, Submit only Paper version, Public Flle Copy
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Form Approved OMB No, 2070-0060

S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@@' 401 M Street, S.W.

WASHINGTON, D.C. 20460

Faperwork Reduction Act Notice: The public reporling burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 b2urs J.r response for
reregistration and spacial review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other =spert of this collection of
infarmation, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Was.ungton, OC 20430, Do not

send the farm to this address.

DATA MATRIX
Date January 16, 2012 EPA Reg NoJFile Symbol 56783-2 Pane 20of 3
Applicant’s/Registrant’s Name & Address EcoHealth, Inc. Product
33 Mt. Vernon St .
Boston, MA 02108 Mite Arrest
Ingredient  Permethrin
Guideline Reference Number Guideline Siudy Name MRID Number Submitier Status Note
Valent BioSciences Corporation
EcoHeath OWN
EccHeath OWN
EcoHealth OWN
Valent BioSciences Corporation PER
Valent BioSciences Corporation PER
Valent BioSciences Corporation PER
EcoHealth OWN
Signature Name and Tille gpacon M, Johnston Date
Regulatory Consultant 01-16-2012
EPA 0-35 {8-97) Electronic and Paper versions available. Submit anly Paper version. Public File Copy
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Form Appraved OMB No. 2078-0060

@"g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(we" 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average .25 hours per response for registration aclivities and 0,25 P13 p2r respodase tor
reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms, Send commaents regarding the burden estimate or any other aspe~t of this collection of
infarmation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washngton, D* 20450. Do not

send the form to this address,

DATA MATRIX
Date January 16, 2012 EPA Reg No./File Symbo) 56783-2 Paje 3 of 3
Applicant's/Registranf’s Name & Address EccHealth, Inc. Product
33 ML Vernon St ‘
Boston, MA 52108 Mite Arrest
Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Valent BloSciences Corparation PER
Valent BioSciences Corporation PER
Signature Name and Tille  gparon M. Johnston Date
Regulatory Consultant 01-16-2012

Public File Copy

Tm 88%0-35 (9-97) Electronic and Paper versions aveilable. Submit only Paper version.
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IO

Pesticide Regulatory Services

RegGuide

April 30, 2010

Product Reregistration Branch

Pesticide Re-Evaluation Division (7508P})
Office of Pesticide Programs

US Environmental Protection Agency
One Potorac Yard (South Building)
2777 S. Crystal Drive

Arlington, VA 22202

ATTN: Bonnie Adler
Chemical Review Manager
Permethrin; Case No. 2510; PDCI-109701-26513

SUBJECT: Permethrin — 8-Month Response to Data Call-in Notice
EcoHealth, Inc.
Mite Arrest®; EPA Reg. No. 56783-2

Dear Ms. Adler:

Enclosed, please find the 8-month response to the Permethrin data call-in notice for the above-subject
product.

The following materials are enciosed:

1) Application for Registration

2) Formulators Exemption Statement

3) Confidential Statement of Formula

4) Certification with Respect to Citation of Data

5) Letter of Authorizatton from Valent BioSciences Corporation
6) Data Matrix

7) Draft Labeling {5 copies)

Product chemistry data are being submitted concurrently under the identical formulation - Garnminix {EPA
Reg. No. 56783-1).

If you have any questions, please do not hesitate to contact me at (636) 942-2583.

Sharon M. Johnston R
Regulatory Censuitant \
Agent For EcoHealth, Inc.

Enclosures

Cc: Ariana Ganak; EcoHealth

208 Tower Valiey Drive ) Fax: 636-348-9720

Sharon M. Johnston, Eso, o \/ Tek 636-942-2583
Hiltsboro, MO 63050 ; P

e-mail: Johnston@RegGuide.net

1l 51



Flesse read inst, ! & hafora comple..ng form,

United States

SEPA

Environmental Protection Agency
Washington, OC 20480

Form Aggrovod. AB No. 2970-002 j -28-95
OPP Identifier Number

v

Registration
Amendment
Other

Application for Pesticide - Section 1

1. Company/Product Number

56783-2

2. EPA Product Manager
Mark Suarez

3. Proposed Classification

Nuno D Rastrictead

4. Company/Product {Nama) Mite Arrest

PM#
13

S. Name and Address of Applicant {include ZIP Codel
EcoHealth, Inc,

33 Mt. Vernon St.

Boston, MA 02108

D Check if this is & new addraess

to:
EPA Reg. No.

6. Expedited Reveiw. In accordance with FIFRA Section 3{c}{3)
{bMi), my product is similar or identical in composition and labeling

Product Name

Section - i

L]

Final printed labels in repsonse to

D Amendment - Explain below.

D Notification - Explain below.

D Resubmission in response to Agency letter dated

Agancy letter dated
"Me Too™ Application,

L]
|

Other - Explain below,

e-mail: Johnsten@RegGuide.net
Fax: {636)348-9720

Application for Re-Registration - 8-month response to the permethrin PDCI

Explanation: Use additional pagels) if necessary. (For section | and Saction I1.)

Section - #i

1. Material This Product Will Bs Packaged In:

Child-Resistant Packaging Unit Packaging

Watar Sctuble Packaging

2. Type of Container

- Yes - Yeas Yes Matal
Plastic
No No No Glass
. . If "Yos* No. per If "Yas" No, per Paper
* ca’ﬂﬁc.am’" must Unit Packaging wgt. container Package wgt container Other {Specify)
be submitted

3. Lacation of Nat Contents Information

4, Size(s} Rateil Container

5. Location of Label Directions

| o IOnIabeI

[V Lobe [J conteiner 25 Ibs
6. Manner in Which Label is Affixed to Product E ._.._[ thhogralp:ld Other _ printed directly on package
Paper glu
Stenciled

Section - IV

1. Contact Paint [Complats itams directly below for identification of individusl to be contactad, If nacessary, to mocass this spplication. )

both under applicable law.

{ cortify that the statements | have made on this form and all attachmeants thersto are trus, accurate end complete.
I acknowledge that any knowlinglly false or misleading statemant may be punishable by fina or imprisonment or

Name Titla I Talaphone Ne. {Insiude Area Code)
Sharon M. Johnston Regufatory Consultant (636) £42-2583
Certification 6. Data Application
Received

{Stamped)

4. Typ)d’ﬂr'n/e

Sharon M. Johnston

2. Signature 3. Tite
/% Regulatory Consultant
5. Date

April 30, 2010

EPA Form 8570-1 {Rev. 3-34) Previous editions are obsolete.

White - EPA File Copy (original)

Yolovszppicurt Copy



*Product ingredient source information may be entitled to confidential treatment*

Form Approved. No. 2070-0080. Approval Expires 5-31-98,

~ United States
WEPA Environmental Protection Agency
Washington. DC 20480
Formulator's Exemption Statement
{40 CFR 152.85)

Applicant's Name and Addrass EPA File Symbol/Ragistration Number
EcoHealth, inc. 56783-2
33 Mt. Vernon 5t.

Boston, MA 02108 Product Name
Mite Arrest

Date of Confidential Staternent of Formula [EPA Form 8570-4)
April 30, 2010

As an authorized representative of the applicant for registration of the product identified above, | certify that;

{1} This product contains the following active ingredient(s):

FPermethrin

{2} Of these, each active ingredient listed in paragraph {4) is present solely as the result of the use of that active
ingradient in the manufacturing, formulation or repackaging another product which contains that active ingredient
which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled for at least
each use for which my product is proposed to be labgled.

{3) Indicate by checking (A} or (B} below which paragraph applies:

[X] (A} An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is
attached 10 this statement. That formula statement indicates, by company name, registration number, and product
name, the source of the active ingredient(s) listed in paragraph {1).

OR

D (8) The Confidential Statement of Formula {CSF} {EPA Form 8570-4) referenced above and on file with the EPA is

compiete, current, and accurate and contains the information required on the current CSF.

{4) The following active ingradients in this product qualify for the formulator's exemption.

Source
Active Ingredisnt Product Nama Registration Numbar
Permethfin ] I
Signature Name and Title Date
Sharon M. Johnston / Regulatory Consultant April 30, 2010

White - EPA copy
Yellow - Applicant copy

¥ U8 QPO 1895-386-820/20413
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Form Aggroved OMB No. 2070-0060

@% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(\.,m’ 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 025 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
cominents regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE
Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20480,

Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA Reqgistration Number/File Symbol
EcoHealth, Inc., 33 Mt. Vernon St., Boston, MA 02108  TEL: (636) 942-2583 56783-2
Active Inaredient{s) and/or representative test compound(s} Date
Permethrin April 30, 2010
General Use Pattemis) (list all those claimed for this product using 40 CFR Part 158) Product Name
Indoor Mite Arrest

NOTE: if your product is 2 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your Jabel, you do not need to
submit this form. You must submit the Farmulator's Exempticn Statement {EPA Form 8570-27}.

| am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
be used for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a
should be used for this purpose}. completed list of data requirements {the Data Matrix form must be
used).

D ! am using the cite-all method of support, and have included with this form I am using the selective method of suppert (or cite-all option

SECTICON lIl: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective methed to satisfy one or more data requirements]

D ! hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA,

SECTION lll: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the
application for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option underthe selective method is
indicated in Section |, this application is supported by all data in the Agency's files that {1} concern the properties or effects of this product or an idenfical or
substantially similar product, or one or mare of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a preduct of identical or similar compesition and
uses .

| certify that for each exclusive use stugy cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the criginal data submitter to cite that study.

| certify that for each study cited in suppart of this registration or reregistration that is net an exclusive use study, either: (a) | am the orapinal data
submitter; (b} | have obtained the permission of the original data submitter te use the study in support of this application; (¢) all periods of eligih'ity fcr
compensafion have expired for the study; (d) the study is in the public literature; or (g} | have notified in writing the company that submitted the stidy and have
offered (!) to pay compensation to the extent required by sections 3{c){1)(F) andfor 3(c)(2){B) of FIFRA; and {ii} lo commence nejetiations to determine the
amount and terms of compensation, if any, t¢ be paid for the use of the study.

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and eidence of their ceiivery in
accordance with sections 3(c)(1)(F} and/for 3(c){2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail t~ produce such
evigence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registratiun of my preduct in conformity with
FIFRA.

[ certify that the statements [ have made on this form and all attachments to it are true, accurate, and complets. | acknouwledge that any
knowingly false or misleading staternent may be punishable by fine or imprisonment or both under applicable law.

DCate Typed or Printed Name and Title
04-30-2010 Sharon M. Johnston / Regulatory Consultant

Signature

L
EFA Form /8570- 4 {9-07} Electronic and Paper versions available. Submit only Paper version.
-
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Form Approved CMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Paparwork Reduction Act Notica: The public reperting burden for this collection of information is estimaled to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Informaticn Management Divisfon (2137), U.S. Environmental Protection Agency, 401 M Street, 5.W., Washingten, DC 20460. Do not

send the form to this address.

DATA MATRIX
Date April 30, 2010 EPA Reg No./File Symbol 56783-1 Page 1of 3
Applicant's/Registrant's Name & Address EcoHealth, Inc. Product
Boston, Min 02108 Damminix
Ingredient  Permethrin
Guideline Refereénce Number Guideline Study Name MRID Number Submitter Status Note:
61-1/830.1550 Chemical |dentity Vol 1 of 1 EcoHeath OWN
61-2/830.1600 & 830.1650 Beginning Materials & Manufacturing Process Vol. 1 of 1 Ecoteath OWN
61-3/830.1670 Discussion of Formation of Impurities Vol, T of1 EcoHeath OWN
62-1/830.1700 Preliminary Analysis it an intagrated
62-2/830.1750 Certification of Ingredient Limits Val. 1 of 1 EccHeath OWN
62-3/830.1800 Analytical Method to Verify Gertified Limits Vol. 1 of 1 EcoHeath OWi
£3-2/830.6302 Calor 184297 EccHeath OWN
63-3/830.6303 Physical State 164297 EcoHeath OWN
63-4/830.6304 Qdor 164297 EccHeath OWN
63-5/830.7200 Melting Paint NA- EP
63-6/830.7220 Boiling Point NA - EP
63-7/830.7300 g Density, Bulk Density or Specific Gravity 164297 EcoHeath own
63-8/830.7840 & 830.786J | Solubility NA-EP
63-9/830.7950 Vapor Pressure NA - EP
63-1 0:63tl.73?:3 Dissociation Constant NA - EP
Signature Name and Title Sharon M. Jehnston Date
o Regulatory Consultant 04-30-2010

WS?O-% {9-97) Electronic and Paper versions available. Submit only Paper version,

Agency Internal Use Copy
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Form Approved OMB No. 2070-0060

401 M Street, S.W.
WASHINGTON, D.C. 20460

(‘gé':ﬁ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
e

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration ant special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
infarmation, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S, Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the farm t¢ this address.,

DATA MATRIX
Cate April 30, 2010 EPA Reg NoJFile Symbal  56783-1 Page 2 of 3
Applicant's/Registrant's Name & Address EcoHealth, Inc. Product
Boston, WA 02103 Dammiix
Ingredient  Permethrin
Guideline Reference Number Guideline Sludy Name MRID Number Submitter Status Note
63-11/830.7570 QOctanol Water Partition Coefficient NA - EP
63-12/830.7000 pH por S dispersibie uith
63-13/830.6313 Stability NA -EP
63-14/830.6314 Oxidizing/Reducing Actin o o X2y
63-15/830.6315 Flammability 164287 EcoHeath OWN
63-16/830.6316 Explodability :l:; mgﬁ; potentially
63-17/830.6317 Storage Stability On-going EcoHeath OWN
63-18/830.7100 Viscosity NA - solid
63-19/830.6319 Miscibility patroeum sovents.
63-20/830.6320 Corrosion Characteristics On-going EcoHealth OWN
63-21/830.6321 Dieleciric Breakdown Voltage el arou
81-1/870.1100 { Acute Cral Toxicity -~ 43799701 Valent BioSciences Corporation PER
81-2870.1200 | Acute Dermal Toxicity 43799702 Valent BioSciences Corporation PER
81-3/870.1300 Acute Inhalation Toxlcity '-\__ 43799703 Valent BioSciences Corporation PER
81-4/476.2401 P:imary Eye Initaion ~ 47879901 EcoHealth OWN Waiver Request
Signature: Name and Title Sharon M. Johnston Date
Regulatory Consultant 04-30-2010
T 5{9-47) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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Form Approved OMB No. 2070-0060

?&B UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(\MM. 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paparwork Reduction Act Notlca: The public reporting burden for this cellection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
infortmation, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Pretection Agency, 401 M Street, 5.W,, Washington, DC 20450. Do not
send the form fo this address.

DATA MATRIX
Date April 30, 2010 EPA Reg No./File Symbol 56783-1 Page 3of 3
Applicant's/Registrant's Name & Address EcoHealth, Inc. Product
Boston, MA 02108 Damniix
ingredient Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
81-5/870.2500 Primary Dermal Irritation 44833801 Valent BioSclences Corporation PER
81-6/870.2600 Dermal Sensilization 43893801 Valent BioSciences Corporation PER
_ |
Name and Title Sharon M. Johnston Date
Regufatory Consultant 04-30-2010

Agency Internal Use Copy
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_ ECOHEALTH, INC.

September 9, 2009

Chemical Review Manager

Reregistration Branch

Special Review and Registration Division (7508P)
Office of Pesticide Programs

US Environmental Protection Agency

Room $-4800, One Potomac Yard

2777 South Crystal Drive

Artington, VA 22202-4501

SUBJECT: EcoHealth, Inc.; EPA Co. No. 56783
Authorization of Company Representative

Dear SirfMadam:

EcoHealth, Inc., 33 Mt. Vernon St., Boston, MA 02108 hereby authorizes Sharon M. Johnsion of
RegGuide, 509 Tower Valley Drive, Hillsbore, Missouri 63050, to act on behalf of EcoHealth, Inc.
as an authorized company representative for following regulatory action(s) ONLY:

The response to and follow-up with the US Environmentat Protection Agency regarding the Data
Catl-ln Notice for Permethrin,

This authorization may be revoked at any time upon written notice. Please contact me at (617)
742-2400 if you have any questions or need additional information.

Sincerely,

Ariana Ganak, Director
EcoHeslth Inc.

¢cc: Sharon M. Johnston; RegGuide

33 Mount Vernoh Street, Boston, Mostachusetts 02108 Telephona: (617) 742-2400 Fax: (617) 142-1952
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Page 1 of4

United States Environmental Protection

Agency Washington, D.C. 20460
REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE

OMB Approval 2070-0107
OMB Approval 20700057

INSTRUCTIONS: Please type or printin Ink. Please read carefully the attached instructions and supply the information requested an thls farm.

Use additional sheet(s) if necassary.

1. Company Nams and Address

ECOHEALTH, INC.
33 MT. VERNON ST.
BOSTON, MA 02108

2, Case# and Name
2510 Pemmethrin

EPA Reg. No. 5§6783-2

3. Date and Type of DCl and Number

28-May-2009
PRODUCT SPECIFIC

ID# PDCI-109701-26513

4. Guideline 5. Study Tid g 6. Use 7. Test 8. Time 9. Registrant
Requirement y e S Fl’{:g;ens: Patlern Substance Frame R&eﬁ%se
Number T P {Months)
o]
c
o]
Lip1121]3
G
830.1550 Product Idenlity and composition (32) A,B,C,D,E,F, G, H,) |TGAHMP/EP 8 1
B J ] K! L| M. Ni 0
B30.1800 Dascription of materals used to produce the product (33) A, B,C D,E,F,G,H,I|TGAYMP/EP '
JKLMNO
830.1620 Description of production process (34) A.B,C,D,E.F,G.H,|TGAI x4
JKLMNO
230,1650 Dascription of formulation process {35) A,B,C,D,E F G H,IIMPEP {
J K LM N,
830.1670 Discussion of formation of impuritias (36) A, B,C,D,E,F, G, H, | [TGAIMP/EP 8 1
JKLMNO
B30.1700 Prelminary analysls (26,27 ,37) A B,C, D, EF G H,I{TGAI &
Jn Kl Ll Ml No
830.1750 Certified limits (38) A,B,C D,EF, G HL|TGAYMP/EP ] {
J K LMN,
830.1800 Enforcement analylical method {39) A,B,C,D,E F, G, H, | [TcAImMPEP 4] b
LKLMNO
830.6302 Color (12) A,B, . C, D, EF, G, H,I |TGAI/MF/EP I3 i
KLMNO
830.6303 Physleal state (25) A,B,C,D,EF, G H,Ii TGA/MP/EP !
KL MN,
830.6304 Odor @y A,B,C,D,E, F, G H,I,|TGAMMP/EP ]
JKLMNO
10, Cenrification | certify that the statements made on this form and all attachments are frua, accurate, and complete. | acknowledge thatany | 11. Date )
knowlngly false or misleading statement may be punishable by fine, Imprisapme top Dotk inder applicable law
= - f’zﬁhféf.)f‘f /onSw //&m'f 4'3 Y'oca

Signature and Title of Company’s Authorized Representativ

13. Phone Number 636-93¢2 - _p‘r%

12. Nameofcompan)' ECD /{8@ /ﬂ- _I-’ﬁ &



Page2of4

United States Environmental Protection OMB Approval 20700107 *
Agency Washington, D.C. 20460 OMB Approval 2070-0057
REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE
INSTRUCTIONS: Flease type or printin Ink. Please read cargfully the attachsd instructions and supply the information requested on this form.
Use additional sheel(s) If necessary.
1. Company Name and Address 2. Case # and Name 3. Date and Type of DCI and Number
ECOHEALTH, INC., 2510 Permethrin 28-May-2009
33 MT. VERNON ST. PRODUCT SPECIFIC
BOSTON, MA 02108 - -
EPA Reg. No. 56783-2 ID# PDCI-109701-26513
P
4. Guideling 5. Study Titl 6. Use 7. Toest 8. Time 9. Registran
Requirament yTe 3 F;imgrﬁs Pattem Substance Frame Res;;gnsa
Number 5| e {Months)
v
C
of
tf 1§ 21 3
230.6313 Stabliity to suntight, normat and elevated {28 ,20 40} A,B,CD,EF G,H,I] TGA 8 S’
temperatures, matals, and metal fons J K. LM N,
£830.6314 Oxidizing of reducing action {22) A,B,C,D,E,F, G, H, [ MP/IEP 8 ¥
JK,LLMNO
£30.6315 Flammabflity {17) A, B.C,D,E,F, G H, I} MPEP 8 -4
4, K.LLM,NO ¢
830.6316 Explodability {16) A, B,C,D,E,F, G,H,I] MPIEP 8
Jl K! Ll M! N| 0
830.6317 Storage stabllity of product (a1 A.B.C,D,E,F, G, H, || MP/EP 16 !
JKLMNO
530.6319 Miscibility (20) A,B,C,D,E,F, G, H, || MPIEP 8 ¥
JKLMNO
230.6320 Comrasicn characterstics 42) A,B,C,D,E,F, G, H, I| MPIEP 16 I
JKLMNDO
830.6323 Dislectric breakdown voltage {15) A, B,C,D,E,F, G, H, I| MPEP 8 4
JEKLMN O
830.7000 pH of water solutions or suspensicns {23 ,24) A, B,C.D,E F, G, H, ] TGAIMP/ERP 8 B’
JO Kl’ L! Ml r
830.7050 UV/Visible absorption A, B, C,D,E,F, G, H, ] TGAIPAI B 4
Ju Kn Ll Mc Nn
£30.7100 Viscosity (30} A,B,C,D,E, F, G, H, I} MPIEP 8 &
JKLMNO
B830.7200 Melling poinvmeting range {18,19) A, B, C.DEF, G H 1] TGA B &«
J K LM N,
Inftial to Indicate certification as to information on this pa Date
{full text of cerfification is on paga one). // 4-25-9 g 6 2

i



Page 3 of 4

h United States Environmental Protection OMB Approval 2070-0107
Agency Washington, D.C. 20460 OMB Approval 2070-0057

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE

INSTRUCTIONS: Please type or printin ink. Plaase read carefully the attached instrugtions and supply the infarmation reguested on this form.
Use addilonal sheel{s) if necessary,

1. Company Name and Address 2. Case # and Name 3. Date and Type of DCI and Numbar
ECOHEALTH, INC, 2510 Parmethrin 28-May-2009
33MT. VERNON ST. PROBUCT SPECIFIC
BOSTON, MA 02108 . .
EPA Reg. No, 567832 ID# PDCH-109701-26513
4. Guideline 5. Study Title P 6. Use 7. Test 8. Time 8. Regisirant
Requirement o 2 F,;mgr:f: Pattem Substance Frame Response
Number | ©eRo (Months)
0
c
o
Lj1g1213
830.7220 Bolling poink/boiling range {10,11) A, B, C,D EF, G HI[TGAI ¥
J.KLMNO
830.7300 Densityfrelativa dansity (13,14) A.B,C,D,E,F,G,H,L|TGAIMP/EP )
. JKLMNO
830,7370 Dissodation canstant in water (47 .48} A, B C DEF,G,H,I[TGAl or PAl '8
LK LMNO
B30.7550 Partition coefficlent (n-octanolwater), shake flask  (49) A,B,C,D,E,F, G, H, [.|[TGAI/PAI ¥
method Jb KL MNO
830.7570 Partition cosfficient (r-octanolwater), estimation by  {54) A,B,C,D,EF, G, H,)IITGAHPAI '
liquid chromatography JKLMNO
830.7840 Water solubllity: Column efution method, shake fask (50) A,B,C,D,E,F, G, H,1,|TGAl or PAl 4
method J! Kr Lr M! Nr 0
830,7860 Water solubility, generator column method (51) A, B, C 0EF,G,H,LITGAI or PAl ¥
JKLMNO
830.7950 Vapor pressufe (52 ,53) A, B, C,D,E,F, G, H, I, [TGA! or PAI 4
JKLMNO
870.1100 Acute Ora) Toxicily {1,43) A, B,C,D,E F, G, H, | |TGALEP,dilute EP?
JKLMNO
870.1200 Acute demmal toxicity (2.3 .44) A, B, C, D, E,F, G, H, |,[TGAIEP dilute EP? b
LK LMNO
870.1300 Acute inbalation toxicity (4) A,B,C,D.EF G,HI|TGAI & EP A
LKL MNDO
Initial to ind! cate certification as to Information on this page Date
{full text of certification is on pap# ona). g.0y. 0% 63




Page 4 of 4

United States Environmental Protection
Agency Washington, D,C. 20460

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE

OMB Approval 2070-0107
OMB Approval 2070-0057

INSTRUCTIONS: Please type or print in ink. Please read carefully the atiached instructions and supply the information requested an this farm.
Use addilional sheel(s) if necessary.

1. Company Name and Address

ECOHEALTH, INC.
33 M7, VERNON ST.

BOSTON, MA 02108

2. Case # and Name
2510 Penmethrin

EPA Reg. No. 56783-2

3. Date and Type of BCI and Number

28-May-2009
PRODUCT SPECIFIC

ID# PDCI-109701-26513

p
4. Guideline 5. Study Tide 6. Use 7. Test 8. Time 9. Reglstran)
Requirement y 3 F;{rogffss Patiern Substance Frame Respanse
Number T N {Months}
0
c
L] 1] 2] 3
B870.2400 Acuts eye mitation (5) A, B, C,D,E,F,G,H,I] TGAI & EP 1
J,K.LMNO
870.2500 Acute dermal iritation 6.7) A.B,C,D,E,F.G,H, 1] TGAl & EP ¢
JKLMNO
870.2600 Skin sensitization 8.9) A,B,C.D,E.F,G,H, 1] TGAI & EP ¢
JD Kl Ll Mn N| 0
870.7200 Companicn animal safety (31} A B, C.D EF, G, H, I CHCICE 4
Jl K' LI MI N; 0
£10.3300 Treatmenls to contro! pasts of humans and pels (45} ABCDEFGHIEP ¥
JK.LMNO Y
a810.2500 Premises treatmants (46) A, B C,DEF,GHIIEP
JKLMNO
Date

initial to indicate certification as to information on this page
{full text of certification is on page ona).

4-2¥-0%
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*Pages 65-68 Confidential Statement of Formula may be entitled to confidential treatment™





